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-- The MAILING DATE of this communication appears on the cover sh et with th correspond nee address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MO NTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 21 February 2001 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-19 is/are pending in the application. 

4a) Of the above claim(s) 20-22 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1-19 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are objected to by the Examiner. 

1 1) D The proposed drawing correction filed on is: a)Q approved b)D disapproved. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)^ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

15) S Notice of References Cited (PTO-892) 18) D Interview Summary (PTO-413) Paper No(s). 

16) CI Notice of Draftsperson's Patent Drawing Review (PTO-948) 19) Q Notice of Informal Patent Application (PTO-1 52) 

17) [3 Information Disclosure Statement(s) (PTO-1 449) Paper No(s) 2 . 20) □ Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 01-01) 
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DETAILED ACTION 



Election/Restrictions 



1. During a telephone conversation with Robert B. Furr on April 12, 2001 a provisional 
election was made without traverse to prosecute the invention of prevention of 
preservative uptake into biomaterials, claims 1-19. Affirmation of this election must be 
made by applicant in replying to this Office action. Claims 20-22 were withdrawn from 
further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non- 
elected invention. 



2. Applicant is reminded of the proper content of an Abstract of the Disclosure. In 
chemical patent abstracts for compounds or compositions, the general nature of the 
compound or composition should be given as well as its use, e.g., "The compounds are 
of the class of alkyl benzene sulfonyl ureas, useful as oral anti-diabetics." 
Exemplification of a species could be illustrative of members of the class. For 
processes, the type reaction, reagents and process conditions should be stated, 
generally illustrated by a single example unless variations are necessary. The length of 
the abstract should be at least 50 words and no more than 250 words used to 
summarize the claimed invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 



Specification 



The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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3. Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. When using the phrase "other positively charged functional 
groups", does not provide a clear meaning to the claim. This phrase should be removed 
in order to make the claim apparent for one skilled in the art. If the request is fulfilled, in 
all instances the rejection will be overridden. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-18 are rejected under 35 U.S.C. 102(b) as being anticipated by Nicolson et 
al. Nicolson et al inherently discloses the same composition for the prevention of 
preserving uptake into biomaterials as applicant is claiming. Nicolson et al teaches that 
the object of the invention is to provide an ophthalmic lens capable of extended 
continuous wear periods of at least 24 hours without substantial corneal swelling or 
consumer discomfort, and more preferably, to provide a lens capable of continuous 
wear of 4, 7, 14 or 30 days or more without substantial conceal swelling or consumer 
discomfort: Yet another object of the invention is to provide methods of forming an 
extended-wear opthalmic lens (column 2, lines 52-63). Nicolson et al further teaches 
that ionoperm polymerizable materials include a wide range of materials which may be 
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polymerized to form a polymer displaying a relatively high ion diffusion rate 
therethrough; in addition, these materials must be relatively ophthalmically compatible; 
these ionoperm polymerizable materials include, without limitation thereto, acrylates and 
methacrylates, such as 2-hydroxyethyl methacrylate and so forth (column 7, lines 7-20). 
Nicolson et al also teaches that a wide variety of additional polymerizable materials may 
be include in the mixture prior to polymerization; cross-linking agents, such as ethylene 
glycol dimethacrylate (EGDMA), may be added to improve structural integrity and 
mechanical strength; antimicrobial polymerizable materials such as poly(quaternary 
ammonium) salts may be added to inhibit microbial growth on the lens material (column 
7, lines 42-54). The teaching for the use of the phoshate group in preparing the solution 
is taught in column 12, line 64- column 13, line 8. The limitation for the addition of 
poly( ethylene glycol) in a mixuture is seen in column 19, line 41. Also, the contact 
lenses made out of silicone hydrogel in which is notoriously well known in the art under 
other publications where the title suggest this inherently property of contact lenses. The 
reference further teaches that suitable hydrophilic comonomers (a) are, without this 
being an exhaustive list, hydroxyl-substituted lower alkyl acrylates. and the references 
the teaches the variations can be used from this group (column 26, line 62-column 27, 
line 25). 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

• Determining the scope and contents of the prior art. 

• Ascertaining the differences between the prior art and the claims at issue. 

• Resolving the level of ordinary skill in the pertinent art. 

• Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

5. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nicolson et 
al in view of Billmers et al. Nicolson et al fails to disclose that the cationic 
polysaccharide consisting of cationic starch. However, the patent of Billmers et al does 
teach this limitation in his invention. Billmers et al teaches that the modification of 
starch and other polysaccharides by chemical derivatization to produce various cationic 
polysaccharides is well known; cationic polysaccharides, i.e., polysaccharides which 
have been modified so that they have a positive electrostative charge, are used for a 
large number of applications and are particularly useful in the manufacture of paper due 
to their superior performance in the paper production as compared to unmodified 
polysaccharides (column 1, lines 18-31). Billmers et al further teaches that the term 
"paper" includes sheet-like masses and molded products made from fibrous cellulosic 
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material, which may be derived from natural sources as well as from synthetics such as 
polyamides, polyesters and polyarylic resins, as well as from mineral fibers such as 
asbestos and glass (column 1, lines 32-39). The motivation for combining the two 
references would be to show that using starch cationic creates a stronger material. 
Therefore, it would have been obvious of one having ordinary skill in the art at the time 
the invention was made to incorporate the starch cationic of Billmers et al into the 
solution of Nicolson et al in order to have a better quality of material produced. 

6. The prior art made of record but not relied upon is considered pertinent to applicant's 
disclosure. Nicholson et al (5,965,631) teaches the same composition for prevention of 
preservative uptake into biomaterials. 
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Conclusion 



7. Any inquiry concerning this communication from the examiner should be directed to 
Imad Soubra whose telephone number is (703) 305-3541. The examiner can normally 
be reached on 8:30 am to 4:30 pm. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Robert Warden can be reached on (703) 308- 
2920. The fax phone numbers for the organization where this application or proceeding 
is assigned are (703) 305-3599 for regular communications and (703) 305-5408 for 
After Final communications. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the receptionist whose telephone 
number is (703) 308-1 193. 



Imad Soubra 
April 16, 2001 




ROBERT J. WARDEN, SR. 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1700 



